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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication, 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) H Responsive to communication(s) filed on 01 June 2006 . 

2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) 4-8 and 16-20 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-3 and 9-15 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) M The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on March 11. 2004 is/are: a)D accepted or b)E3 objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b){J Some * c)D None of: 

Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) S Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) □ Other: . 



U.S. Patent and Trademark Office 

PT0L-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 20060724 



Application/Control Number: 10/798,058 
Art Unit: 1653 



Page 2 



DETAILED ACTION 

Applicants' election of Invention of Group I, Claims 1-3, 7 and 9-15 in response 
to the restriction requirement mailed June 1 , 2006 is acknowledged. Because 
applicants did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). However after further review and consideration the examiner has 
discovered that claim 7 is drawn to an expression cassette that comprises a nucleic 
acid sequence that encodes the fusion polypeptide of Group II and in fact needs to be 
placed in its own separate Group and therefore is presently placed in new Group VI. 
The examiner acknowledges that the applicants was not previously aware of this fact 
and may want to traverse this aspect of the restriction requirement; therefore the 
examiner has held the finality of the restriction requirement at abeyance even though 
the election made was made without traverse. 

Status of the claims 

Claims 1-20 are pending. Claims 4-8 and 16-20 are withdrawn for pertaining to 
nonelected subject matter. Claims 1-3 and 9-15 are presently under examination. 

Priority 

The current application filed on March 1 1 , 2004 claims priority to provisional 
application 60/455,085 filed on March 14, 2004. 

Drawings 
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Drawings filed March 1 1 , 2004 are objected to for lack of clarity specifically the 
bottom portion of Figure 2E and the top portion of Figure 2F. The highlighted sections 
are too dark and can not be read. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance 

Information Disclosure Statement 

The IDS filed December 30, 2004, June 9, 2004 and March 11, 2004 have been 
received and are signed and considered, a copy of the PTO 1449 is attached to the 
following document. 
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Specification 

The disclosure is objected to because of the following informalities: 

The use of the trademark GIBCO, page 37, line 9, has been noted in this 
application. It should be capitalized wherever it appears and be accompanied by the 
generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-3 and 9-15 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims are drawn to functional derivatives/natural variant of a nucleic acid 
molecule having the nucleotide sequence set forth in SEQ ID NO: 1. The claims do 
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require that the polypeptide possess any particular conserved structure, but they do 
require the polypeptide to have the general BT toxin binding activity; however this 
activity does not necessarily provide sufficient written description for the said 
polypeptides. Thus, the claims are drawn to a genus of polypeptides that is defined by 
an unclear functional relationship to a nucleic acid molecule having the nucleotide 
sequence set forth in SEQ ID NO: 1. To provide adequate written description and 
evidence of possession of a claimed genus, the specification must provide sufficient 
distinguishing identifying characteristics of the genus. The factors to be considered 
include disclosure of complete or partial structure, physical and/or chemical properties, 
functional characteristics, structure/function correlation, methods of making the claimed 
product, and any combination thereof. In this case, the only factor present in the claim 
that is sufficiently disclosed is a partial structure in the form of a recitation of percent 
identity and the biological activity of BT toxin binding activity. The specification does not 
identify any particular portion of the structure that must be characteristics of the claimed 
genus are not described. The only adequately described species is a nucleic acid 
molecule having the nucleotide sequence set forth in SEQ ID NO: 1 and no active 
variants are disclosed. Accordingly, the specification does not provide adequate written 
description of the claimed genus. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states, "applicant must convey with 
reasonable clarity to those skilled in the a14 that, as of the filing date sought, he or she 
was in possession of the invention. The invention is, for purposes of the "written 
description" inquiry, whatever is now claimed." (See page 1117.) The specification does 
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not it clearly allow persons of ordinary skill in the art to recognize that [he or she] 
invented what is claimed." (See Vas-Cath at page 1116), As discussed above, the 
skilled artisan cannot envision the detailed chemical structure of the encompassed 
genus of polypeptides, and therefore conception is not achieved until reduction to 
practice has occurred, regardless of the complexity or simplicity of the method of 
isolation. Adequate written description requires more than a mere statement that it is 
part of the invention and reference to a potential method of isolating it. The compound 
itself is required. See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) and 
Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. One cannot describe 
what one has not conceived. See Fiddes v. Baird, 30 USPQ2d 1481 at 1483. In Fiddes, 
claims directed to mammalian FGF' s were found to be unpatentable due to lack of 
written description for that broad class. The specification provided only the bovine 
sequence. Therefore, only a nucleic acid molecule having the nucleotide sequence set 
forth in SEQ ID NO: 1 , but not the full breadth of the claim meets the written description 
provision of 35 U. S.C. 112, first paragraph. Applicant is reminded that Vas-cath makes 
clear that the written description provision of 35 U.S.C. § 1 12 is severable from its 
enablement provision. 

Claims 1-3 and 9-15 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claim 1 Bt toxin needs to be spelled out in the first instance of use. The art 
accepted terminology for Bt toxin is Bacillus thuringiensis toxin. 
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In claim 1, applicants cite a sequence that is complementary to the nucleotide 
sequence set forth in SEQ ID NO: 1 ; however is not clear to what portion of SEQ ID NO: 
1 the cited sequence is complementary to. If the applicants mean the cited sequence to 
be complementary to the entire portion of SEQ ID NO:1 then the claim needs to be 
amended in order to include the language "the entire length of. 

Claims 2-3 and 9-15 are dependent claims that do not remedy the deficiencies 
of the independent claim that they are dependent therefrom. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 9-15 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. 

Claims, as written, do not sufficiently distinguish over cells that exist naturally 
because the claims do not particularly point out any naturally occurring differences 
between the claimed products and naturally occurring products; and, therefore does not 
constitute patentable subject matter absent recitation of "isolated and purified" in the 
preamble. See American Wood v. Fiber Disintegrating Co., 90 U. S. 566 (1974); 
American Fruit Growers v. Brogdex Co., 283 U. S. 1 (1931); Funk Brothers Seed Co. v. 
Kalo Inoculant, 33 U. S. 127 (1948); and Diamond v. Chakrabarty, 206 USPQ 193 
(1980). 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 9-15 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Heckel et al., United states Patent No. 7,029,851. 

Heckel et al. disclose a nucleotide sequence that is complementary to various 
regions of a nucleotide sequence having the nucleotide sequence of SEQ ID NO:1 , for 
example nucleotide 214 to nucleotide 220 of SEQ ID NO:1 of the present application is 
complementary to the nucleotide 5-11 of SEQ ID NO:1 of United states Patent No. 
7,029,851 (see alignment analysis attached to the present Office action). 

Heckel et al. also disclose an expression vector, an expression cassette driven 
by a promoter and an isolated host cell containing a nucleic acid molecule comprising 
the said nucleotide sequence (column 6, lines 29, though column 7, lines 27). 

Thus Heckel et al. teach all the elements of claims 1,9-15 and these claims are 
anticipated under 35 USC 102(e). 

Conclusion 

No claims are allowed. 

> 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert B. Mondesi whose telephone number is 571- 
272-0956. The examiner can normally be reached on 9am-5pm, Monday-Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Robert B Mondesi 
Patent Examiner 
Group 1653 

Pobej^ VI 



